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The MAILING DA TE of this communication appears on the cover sheet with the correspondence address • 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )£3 Responsive to communication(s) filed on 1 7 November 2003 . 
2a)D This action is FINAL. 2b)[3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^3 Claim(s) 1-30 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5M Claim(s) 1-6.9.11,14-17 and 20-22 is/are allowed. 

6) EI Claimfs) 7.8.10.12.13.18.19 and 23-30 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 0 Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 



3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1. This action is in response to amendments filed on 11/17/03. Applicant has 

amended claims 1, 3, 5, 7, 9, 12, 18, 23, and 26. Claims 1-3 are compound claims. 
Claim 4 and 9-14 is a composition claim. Claims 5-8 and 15-30 are use claims. 
This is the first action on the merits. The application concerns some purine 
compounds, compositions, and uses thereof. 

2. The Rule 132 declaration by Dr. Anderson, discussed in Applicants remarks 
was not found in the scanned documents present in the eDAN image file. All 
remaining pages of Applicants" FAX of 2/17/04 were scanned but not the final 4 
pages. Applicants cooperation is supplying a second copy of this declaration on 
3/3/0/04 are gratefully acknowledged. 

Response to Amendment 

3. Applicants' amendments overcomes the formal objections made in points 

#3-#5. Applicants' amendments overcomes the indefiniteness rejections made in 
points #7-#10. Applicants working example 1 uses guanosine as starting material. 
There are no reduction steps in the subsequent reaction steps. Thus, the skilled 
organic chemist would understand that fully aromatic purine compounds were 
intended. Applicants' amendments to the claims and specification correcting an 
error in the core structure do not introduce new matter. The correction of the 
formula for the claimed compounds also overcomes the enablement rejections 
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made in points #12# and 14. Applicants' deletion of methoxyl as a possible value 
for the variable X overcomes the art rejection over Robins (Journal of Organic 
Chemistry). Robins (Journal of Organic Chemistry) neither teaches nor suggests 
the presently claimed nitrogen-containing X radicals. 

4. The declaration of Dr. Anderson under 37 CFR 1.132 filed 11/17/03 is 
sufficient to overcome the rejection of claims 5-30 based upon lack of enablement 
35 U.S.C. 112, first paragraph as discussed in point #13 of the previous action. 
The declaration clarifies that MT-2 cells infected by both HTLV and HIV cells 
were used in the assay. Thus, that enablement rejection is withdrawn. 

Specification 

5. The incorporation of essential material in the specification by reference to a 
foreign application or patent, or to a publication is improper. Applicant is required 
to amend the disclosure to include the material incorporated by reference. The 
amendment must be accompanied by an affidavit or declaration executed by the 
applicant, or a practitioner representing the applicant, stating that the amendatory 
material consists of the same material incorporated by reference in the referencing 
application. See In re Hawkins, 486 F.2d 569, 179 USPQ 157 (CCPA 1973); In re 
Hawkins, 486 F.2d 579, 179 USPQ 163 (CCPA 1973); and In re Hawkins, 486 
F.2d 577, 179 USPQ 167 (CCPA 1973). The testing procedure outlined in the 
second complete paragraph on page 23 requires the material from Larder, which 
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was not supplied, to understand completely what testing was done. This issue is 
developed more completely in the enablement rejection to HIV prevention made 
below. 

Applicants make no arguments concerning this requirement. 

Claim Rejections - 35 USC § 112 
6. The text of those sections of Title 35, U.S. Code not included in this action 

can be found in a prior Office action. Claims 12, 13, 18, 19, 26, and 27 remain 

rejected under 35 U.S.C. 112, second paragraph, as being indefinite for failing to 

particularly point out and distinctly claim the subject matter which applicant 

regards as the invention. What are the drugs "GW 420 867X", and "Iopinavir"? 

Search of the NIH Anti-HIV/OI chemical compound database for such names at 

http://appsl.niaid.nih.gOv/struct_search/an/AN_search.htm# fails to reveal any hits 

for these compounds. 

Applicants argue that that "All of the compounds which are listed in the 

claims are known anti-HIV agents, which are used clinically or are in trials". This 

is not persuasive because assertion is not evidence. The structures of these 

compounds are unknown to the Examiner, unknown to the NIH, and apparently are 

unknown to Applicants. The Examiner in the previous action raised a question 

regarding the structures of these drugs. If applicants cannot answer the question 

how then is the public to determine intended scope? In paragraphs 2 and 3 on page 
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13, these substances are described by name. Apparently GW 420 867X is a single 
substance, not two as initially assumed by the Examiner. In any event, the 
structure of GW 420 867X also remains a mystery. 

7. Claims 7, 8, 10, and 23-30 remain rejected under 35 U.S.C. 112, first 
paragraph, because the specification, while being enabling for treating HIV 
infections, does not reasonably provide enablement for "reducing the likelihood 
that an individual will contract HIV or that an HIV infection will mature into 
AIDS". The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to use the invention 
commensurate in scope with these claims. No HIV vaccine has ever been 
developed. Despite intensive efforts, pharmaceutical science has been unable to 
find a way of getting a compound to be effective for the prevention of HIV. In 
addition, it is presumed that "reducing the likelihood that an individual will 
contract HIV" would require a method of identifying those individuals who will 
develop HIV before they become infected. There is no evidence of record that 
would guide the skilled clinician to identify those who have the potential of 
becoming afflicted. Applicants do not assert and it is not art-recognized that the 
assays discussed below have the required correlation to the prevention of HIV or of 
AIDS development in infected patients. 
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The factors to be considered in making an enablement rejection have been 
summarized in the previous office action. 1) As discussed above, preventing 
diseases requires identifying those patients who will acquire the disease before 
infection occurs. This would require extensive and potentially opened ended 
clinical research on healthy subjects. 2) Paragraph 3, page 5, paragraph 4, page 7, 
paragraph 4, page 14 and paragraph 2, page 19 lists Applicants' intend to prevent 
HIV infection. These passages merely state Applicants" intention to do so. 
Applicants describe formulations in the passage spanning paragraph 2, page 16 
through paragraph 1, page 17. Doses are taught in the passage spanning paragraph 
3, page 17 through paragraph 2, page 18. A 2,500-fold range of doses was 
proposed. Since no compound has ever shown the ability to prevent AIDS, how is 
the physician to determine which dose to use from the data in the specification? 
There is an in vitro assay described in the second paragraph, page 23, with a single 
compound. Applicants do not assert and it is not understood by the Examiner that 
this assay is correlated to clinical efficacy for prevention of HIV infection. 3) 
There is no working example of such a preventive procedure in man or animal in 
the specification. There is no working example of any formulation, dose, or 
dosage regimen, which the physician would require to practice these rejected 
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claims. 4) The claims rejected are drawn to clinical infective medicine and are 
therefore physiological in nature. 

5) The state of the art is that no general procedure is art-recognized for 
determining which patients generally HIV will infect before the fact. Despite 
intensive efforts, pharmaceutical science has been unable to find a way of getting a 
compound to be effective for the prevention of HIV. Under such circumstances, it 
is proper for the PTO to require evidence that such an unprecedented feat has 
actually been accomplished, In re Ferens, 163 USPQ 609. No such evidence has 
been presented in this case. The failure of skilled scientists to achieve a goal is 
substantial evidence that achieving such a goal is beyond the skill of practitioners 
in that art, Genentech vs. Novo Nordisk, 42 USPQ2nd 1001, 1006. This establishes 
that it is not reasonable to any agent to be able to prevent HIV infection. Weber 
(AIDS) staes that none of his four compounds tested in a monkey model of HIV 
infection was complelety able to suppress HIV infections. Biscone (Curr Opin 
Pharmacol.) states that "peptides that target an intermediate in the fusion process 
have shown promise in vitro and are currently being evaluated in clinical trials". 
This is not the correlation to clinical efficacy required by case law. 

6) The artisan using Applicants invention would be a Board Certified 
physician in infectious diseases with an MD degree and several years of 
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experience. Since no agent has ever been found capable of preventing HIV 
infections, the skill in this art is non-existent. 7) It is well established that "the 
scope of enablement varies inversely with the degree of unpredictability of the 
factors involved", and physiological activity is generally considered to be an 
unpredictable factor. See In re Fisher, All F.2d 833, 839, 166 USPQ 18, 24 
(CCPA 1970). 8) The claims broadly read on all patients, not just those 
undergoing HIV therapy and on the multitude of compounds embraced by claim 1 . 
A plausible reading of the claims is that every single patient exposed to HIV will 
remain uninfected by the virus and that every single patient infected by HIV will 
never develop the symptoms of HIV. This is a great burden to meet. Thus, undue 
experimentation will be required to practice Applicants invention. 

Applicants argue that the lack of toxicity means that Applicants compounds 
have established efficacy for prevention. Further clarification of this argument is 
requested. It is not art-recognized and Applicants supply no references showing 
correlation between a high LD 50 for compounds and their ability to prevent HIV. 
The anti-anxiety agent Valium has such a low toxicity that no human LD 50 has ever 
been established. This does not mean that anyone thinks Valium can prevent HIV 
infection. 
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Allowable Subject Matter 

8. Claims 1-6, 9, 11, 14-17, and 20-22 are allowed. Claims 12, 13, 18, and 19 

would be allowable if rewritten to overcome the rejection(s) under 35 U.S.C. 1 12, 
second paragraph, set forth in this Office action and to include all of the limitations 
of the base claim and any intervening claims. 

Conclusion 

9. Information regarding the status of an application should be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through Private 
PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at (866) 217-9197 (toll-free). Please 
direct general inquiries to the receptionist whose telephone number is (703) 308- 
1235. 

10. Please direct any inquiry concerning this communication or earlier 
communications from the Examiner to Thomas C McKenzie, Ph. D. whose 
telephone number is (571) 272-0670. The FAX number for amendments is (703) 
872-9306. The PTO presently encourages all applicants to communicate by FAX. 
The Examiner is available from 8:30 to 5:30, Monday through Friday. If attempts 
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to reach the Examiner by telephone are unsuccessful, please contact Mukund Shah 
SPE of 1624 at (571)-272-0674. 
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